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* Proprietary name: A ()UZ/A (IL 'RA,( ' S(', I LER ANJ)
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· Common name of device: Uhi/ 1s'onic Scaler

* Predicate Device: A?1'EILEC( SUtPRASO,, P5 B0()ST'ER

JIOK No K961158

Statement of Intended Use: 'lIe Apoza Selector H12 is designed tir the cdeatists to

remove the calcIulus or stains on stLn'l.cc of tueth or clean tic root canal ( with cndo-kit) in

the prophylaxi :; procedures. IlThc '.hicc carries the It 1llox i Il-S label:

'1 l,'TION: tCJI:rul (',NI It la- rC.Ur iclh w Io.c o/ Ilhixs dc.' i,'v I, /i,:cn.SPJ I)r ,/I&.s.sioI dI.



Comparison to Predicate Devices: 'I helIePOZA Ultrasonic Setiler, Selector U12, has

been caref lly compared' 1) legally marketed devices

with respect to I0titoen, lcd usc and tecliological

chaet lICeCristi s. In a;.dd, i 1 pcilrf a;-icc testing has

bcc dmnc to validatee C pcrlU'Mrinancc ol the d.\ice.

TIhe compacitSo and validation results presented in this

510k notilication to th[ie F)A show that the subject

device is substantially equivalent to predicated device

and is sail: and -'ff1ctixc in its intended use. We

believe that the APOZ.' I. Iltrasonic Scaler, Selector U2

is stlbstantially eCquivalcnt to the predicate device, i.e.,

SA'INFIC SUPRASSON P5 BOOSTER(K961158),

and the data provided support the safely and

effectiveness of Selector [J2 for the intended uses.

I:'{
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DEPARTMENT OFBHEALTH &HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR 3 0 2004

Mr. Shih Min-Teh
Official Correspondent
Apoza Enterprise Company, Limited
6 F, No. 657, Chuang-Cheng Road,
Hsin-Chuang City,
Taipei Hsien,
CHINA (Taiwan) 242

Re: K033198

Trade/Device Name: Apoza Ultrasonic Scaler and Endodontics Unit, Selector U2
Regulation Number: 872.4850
Regulation Name: Ultrasonic Scaler
Regulatory Class: II
Product Code: ELC
Dated: February 9, 2004
Received:, February 17, 2004

Dear Mr. Min-Teh:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of

the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket

approval application (I'MA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice,

labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III

(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In

addition, FDA may publish further announcements concerning your device in the Federal
Registe .
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Please be advised that FDA's issuance of a substantial equivalence determination does not

mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if

applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a

legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),

please contact the Office of Compliance at (301) 594-4613. Also, please note the regulation

entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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4. INDICATIONS FOR[ USE STATlg/lMENF'!

Applicant Al(0ZA Fnterprise ('oj.d -.Id.

510(k) Number ' 1 ` BF ASSI';NI)

l)evice Name APOZA IJI'RAS(iNIC SCALE1 AND

EINDODON'rIcs UNIT, SEL. CTOR U2

Indications for Use '

The Apoza Selector U2 is designed for the dentists to rcmove tile calculus or stains
on surthce of teeth cr clean the root canal ( with cndo-kit) in t'c prophylaxis procedures.

The device carries the Ibilh\wing lat[si

i( '.'I /,:( )¥.'V l;'cdru I (1 ,%') in' rc'.lri.t' iiu u¢ / /i x duvc,'L, ' // / /.iom4!'u 1i.' .

.PL Dll'\l' NT\VR IIHI.oW I liI.I-:'(NIINII(i ON AN()/I I'P. N\lMI !: )iiI I

Concurrence of ('I )RII Oflicc of l)evice IEvaluation ((D)l)l'i

Prescription Use _ . (JR (' r--lie--C-unter
P'cr 21 CUR 801. 109 /(ipliii luriat I- 9

(Division Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number: Koj (,.3
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